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STATEMENT OF SUBSTANCE OF EXAMINER INTERVIEW 

Sir: 

Applicant hereby submits a written statement as to the substance of a telephone interview 
between Examiner Richard Hutson and Applicant's representatives, Barbara Gyure and Michelle 
Deng (hereinafter referred to as "Applicants") on June 21, 2004, in compliance with 37 C.F.R. § 
1.133(b), and MPEP §§ 502.03 and 713.01. All pending claims were discussed during the 
interview. Applicants greatly appreciate Examiner Hutson for his clarification and discussion 
over rejections regarding pending claims 64-87, in particular, the lack of enablement and the 
obviousness rejections. Specifically, Examiner Hutson and Applicants agreed that the 1 12, first 
paragraph rejections over claims 65-66, 68-69, 73-74, 76-81, 83-84, as well as the 103 rejections 
over claims 64-69, 75, 82-83 and 85-87, can be overcome as described below. 



Rejections over Claims 65-66, 68-69, 73-74, 76-81, 83-84 under 35 U.S.C. §112, First 
Paragraph for Lack of Enablement 
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Claims 65-66, 68-69, 73-74, 76-81, 83-84 are rejected for lack of enablement because the 
Office Action states that biological material need to be deposited for the DNA polymerases 
recited in the claims. Examiner Hutson clarified during the interview that no deposit was 
required for any other DNA polymerases, but the claims were rejected for their recitation of 
"JDF-3 DNA polymerase." The Examiner felt that the JDF-3 DNA polymerase was not readily 
accessible to the public. Applicants argued that JDF-3 DNA poljonerase was not only known in 
the art, but also readily accessible to the public as of the instant patent application filing date. 
For example, JDF-3 DNA polymerase was described on page 15 (line 15) of the specification as 
a DNA polymerase purified from Thermococcus sp., with a Genbank accession number 
2097756. The specification further pointed out that the JDF-3 DNA polymerase had a sequence 
of "sequence 12 from patent US 560201 1." U.S. Patent 5,602,01 1 was issued February 11, 1997, 
four years before the earliest filing date of the instant application. Applicant argued that it was 
routine technology to express and obtain a DNA polymerase with known sequence. No undue 
experimentation is required. Therefore, using the JDF-3 DNA sequence taught in the present 
specification, one skilled in the art would know how to make and use the invention as claimed in 
the present invention. As a result, no deposit was necessary to enable the invention as claimed, 
that is, to make and use an enzyme mixture comprising a first enzyme and a second enzyme, 
wherein the first enzyme is a JDF-3 DNA polymerase. 

Examiner Hutson agreed with Applicants' above argximents, but maintained that the 
phrase "JDF-3 DNA polymerase," as used in the claims, even in view of the teachings in the 
specification, did not specifically disclose the particular JDF-3 sequence which would enable the 
making and using of the JDF-3 DNA polymerase in the claimed invention. Although Applicants 
disagreed with Examiner's reasoning, for the purpose of expediting the prosecution of the 
application. Applicants proposed to incorporate Sequence 12 of U.S. Patent No. 5,602,01 1 into 
the present specification so that it is clear to one skilled in the art as to what sequence the JDF-3 
DNA polymerase would have. Applicants stated that such incorporation is allowed under MPEP 
608.01 (p), Examiner Hutson agreed that the incorporation of the particular sequence and its 
recitation in the claims would overcome the enablement rejections based on lack of biological 
deposits. 
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Rejections over Claims 64-69, 75, 82-83 and 85-87 under 35 U.S.C. §103(a) 

Examiner Hutson and Applicants also discussed the obviousness rejections over claims 
64-69, 75, 82-83 and 85-87 over Barnes et al. (U.S. Patent No. 5,436,149) and Komori et al. 
(2000). 

Applicants argued that Barnes et al. only taught a formulation with a majority DNA 
polymerase component lacking 3'-5' exonuclease activity (e.g., Taq DNA polymerase) and a 
minority DNA polymerase component exhibiting 3 '-5' exonuclease activity (e.g., wild type Pfu 
DNA polymerase). According to Barnes et al., such formulation was useful in increasing the 
efficiency and accuracy of PGR amplification of long DNA targets (column 16, lines 53-45). 
Barnes et al., the primary reference cited in the Office Action, did not teach a composition with 
two DNA polymerases, wherein both enzymes exhibiting 3 '-5' exonuclease activities. Komori 
et al., the secondary reference cited, does not teach an enzyme mixture at al. Komori et al. 
simply teaches specific D405 Pfii mutants (i.e., D405A and D405E) that had reduced polymerase 
activity. Examiner Hutson agreed that the references do not make Applicants' invention obvious 
with respect to claims drawn to an enzyme mixture containing two enzymes, both of which have 
3 '-5' exonuclease activity. Claims 64-66, 75 and 85 are dravra to an enzyme mixture containing 
two exo"^ enzymes, therefore, they are not obvious over Barnes et al. and Komori et al. 

With respect to other pending claims (claims 67-69, 82-83, 86-87) drawn to an enzyme 
mixture containing two enzymes wherein the first enzyme is or may be an enzyme having no 3'- 
5' exonuclease activity, Applicants also believe that Barnes et al., either alone or in combination 
with Komori et al., does not make these claims obvious. However, for the purpose of expediting 
the prosecution, Applicants proposed amending the claims so that they don't recite the amino 
acid position D405. Examiner Hutson agreed that such amendments would obviate the 
obviousness rejections. 

Applicants agree with the Examiner's summary of the interview mailed July 1, 2004, 
except that no issue regarding 1 12, first paragraph, written description was discussed for the 
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instant application during the interview. The pending claims of the instant application were not 
rejected for lack of written description in the final Office Action. 

We believed that no fees are due. However, if overlooked, the Commissioner for Patents 
is hereby authorized to charge all fees in the total amount to Deposit Accoimt 16-0085, 
Reference No. 25436/2155. 

Respectfully submitted, 



Namec Katmefe«j^l/Williai 
RegistflatigilNo.: 34,380 
Customer No.: 27495 
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111 Huntington Avenue 
Boston, MA 02199-7613 
Telephone: (617) 239-0100 
Telecopier: (617) 227-4420 
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